Closing the Gaps in Genitourinary Syndrome of Menopause Care: Evidence,
Guidance, and Practice

Executive Summary

Genitourinary syndrome of menopause (GSM) is a chronic, progressive condition
affecting an estimated 40-60% of perimenopausal and postmenopausal women, yet it
remains consistently underdiagnosed and undertreated. In late 2025, two landmark
developments realigned authoritative guidance and federal labeling with the underlying
evidence. The AUA/SUFU/AUGS clinical practice guideline and the FDA's November
2025 removal of the boxed warning from menopausal hormone therapy products
together created both the opportunity and the imperative to update clinician knowledge
and practice. Despite this shift, clinicians demonstrate persistent, mutually reinforcing
gaps across the full clinical pathway: recognition, treatment knowledge, safety
counseling, and individualized prescribing. This needs assessment supports a CME
activity that mirrors the clinical reasoning sequence, equipping clinicians to recognize,
counsel on, and individualize evidence-based, guideline-concordant GSM care to
improve symptom control and quality of life.

Introduction

Genitourinary syndrome of menopause (GSM) is the term adopted in 2014 by the
International Society for the Study of Women's Sexual Health and the North American
Menopause Society to describe the constellation of genital, sexual, and urinary
symptoms resulting from declining estrogen and androgen concentrations during the
menopausal transition. GSM is a chronic, progressive condition that affects a
substantial proportion of perimenopausal and postmenopausal women and is
associated with significant impairment in sexual function and quality of life.>3 Despite its
clinical significance, GSM remains consistently underdiagnosed and undertreated.?

The clinical landscape for GSM shifted decisively in late 2025, driven by two landmark
developments that together realigned authoritative guidance with the underlying
evidence. First, the American Urological Association (AUA), in partnership with the
Society of Urodynamics, Female Pelvic Medicine & Urogenital Reconstruction (SUFU)
and the American Urogynecologic Society (AUGS), published the first multi-society
clinical practice guideline addressing the identification, diagnosis, counseling, and
treatment of GSM.# Informed by a systematic review of hormonal and nonhormonal
treatment options across dozens of randomized controlled trials, the guideline
concluded that treatment selection should be individualized through shared decision-
making rather than following a stepwise hierarchy. It also affirmed the favorable safety
profile of local low-dose vaginal estrogen, including in women with a history of breast
cancer.*

Shortly thereafter, in November 2025, the US Food and Drug Administration requested
the removal of the boxed-warning language regarding cardiovascular disease, breast



cancer, and probable dementia from menopausal hormone therapy products.® This
warning, originally extrapolated from systemic hormone therapy data,® had for years
discouraged the appropriate use of local therapies despite evidence that they carry a
distinct, more favorable risk profile.”=® Together, these two developments mark an
inflection point for GSM care: authoritative guidance and federal labeling now align with
the evidence, creating both the opportunity and the imperative to update clinician
knowledge and practice.

This educational program seeks to address these gaps by equipping clinicians with
diagnostic and treatment knowledge, procedural knowledge to counsel patients on
therapy-specific risk-benefit profiles, and the applied competence to individualize
hormonal therapy in clinical practice.

Educational Gaps

Gap #1 Educational Need Learning Objective
Clinicians demonstrate There is a need to At the conclusion of this
insufficient knowledge of increase clinician activity, participants should
GSM, including its knowledge of the be able to identify the
symptoms and signs, symptoms and signs of signs and symptoms of
contributing to GSM, assessed through a | GSM in perimenopausal
underdiagnosis and focused genitourinary and menopausal women.
undertreatment in history and physical
perimenopausal and examination, to improve
menopausal women. timely recognition and

reduce underdiagnosis.

GSM is highly prevalent yet substantially underrecognized in clinical practice.
Depending on the population and assessment method, studies suggest that 40-60% of
women report GSM symptoms.'° In a multicenter observational study of 913
postmenopausal women presenting for routine gynecologic examination, 79.1% met
criteria for GSM on objective evaluation, yet only 30% had a prior diagnosis, meaning
the majority of affected women were identified only at the time of structured
assessment.’” The disconnect is compounded on the patient side: only 4% of women
attributed their vulvovaginal symptoms to GSM,'? and fewer than 25% of affected
women sought consultation with a clinician.?

GSM is a clinical diagnosis established through a focused genitourinary history and
physical examination. Symptoms cluster in three domains: genital symptoms of dryness,
burning, irritation, and itching; sexual symptoms of decreased lubrication, dyspareunia,
post-coital bleeding, and impaired arousal or desire; and urinary symptoms of urgency,
frequency, nocturia, and dysuria. There is symptom overlap with conditions such as
overactive bladder and recurrent UTI. On genitourinary examination, characteristic
findings include loss of vaginal rugae, vaginal pallor or erythema, decreased moisture
and elasticity, tissue fragility with fissures or petechiae, introital stenosis or retraction,



and thinning of the labia and pubic hair. Lower urinary tract signs include prominence of
the urethral meatus, urethral caruncle, and urethral prolapse. Because women may
present with some or all of these features and symptoms/signs may be explained by
another diagnosis, clinicians need a working command of the full symptom and sign
profile to recognize GSM reliably and distinguish it from co-occurring conditions.’
Because patients often do not volunteer these symptoms, whether from embarrassment
or the assumption that they are a normal part of aging,'#1> accurate recognition
depends heavily on clinicians proactively eliciting symptoms and identifying
characteristic physical signs.

Survey data indicate that the knowledge needed to close this gap is inconsistently
developed during training. In a national survey of US obstetrics and gynecology
residency program directors, fewer than one-third (31.3%) reported having a dedicated
menopause curriculum. However, 92.9% agreed that residents should have access to a
standardized menopause curriculum, and 83 of 99 respondents indicated that their
programs needed more menopause educational resources.'® In a cross-specialty
survey of family medicine, internal medicine, and obstetrics and gynecology residents,
93.8% considered menopause management training important, yet meaningful
knowledge gaps persisted, and residents reported minimal formal menopause
curriculum. 20.3% reported not receiving any menopause lectures during residency.
Only 6.8% of residents reported feeling adequately prepared to manage women
experiencing menopause.!”

Because GSM-relevant education is variable even within specialty training, these
knowledge gaps are likely to persist into independent practice across the range of
clinicians who care for menopausal women, reinforcing the need to strengthen clinician
recognition of GSM signs and symptoms as the entry point to appropriate evaluation
and treatment.

Gap #2 Educational Need Learning Objective
Many clinicians lack There is a need to At the conclusion of this
adequate knowledge of the | increase clinician activity, participants should
full spectrum of treatment | knowledge of the be able to describe the
options available for GSM, | nonhormonal and nonhormonal and
including nonhormonal and | hormonal treatment hormonal treatment
hormonal therapies. options available for GSM | options available for GSM
and role in individualized, | and their evidence for use.
preference-based
treatment selection.

Effective management of GSM requires familiarity with a range of treatments, including
nonhormonal options (vaginal moisturizers and lubricants) and hormonal therapies,
such as local low-dose vaginal estrogen, vaginal DHEA (prasterone), and oral
ospemifene. Each of these options has demonstrated benefit for GSM symptoms.818-29



Among nonhormonal therapies, vaginal moisturizers and lubricants improve vaginal
dryness and dyspareunia and can be used alone or alongside hormonal therapy.
Among hormonal therapies, local low-dose vaginal estrogen improves vaginal
dryness,818-23 dyspareunia,'®-23 dysuria,®2* and vulvovaginal discomfort,818.19.21 and
reduces the risk of recurrent urinary tract infections.30-3% Vaginal DHEA improves
vulvovaginal dryness and dyspareunia.?>—27:3¢ Oral ospemifene improves vulvovaginal
dryness and dyspareunia.3” Because evidence is insufficient to establish the superiority
of one hormonal therapy over another, selection should be individualized through
shared decision-making rather than following a fixed hierarchy. Importantly, the
guideline also notes that the greatest amount of evidence and clinical experience exists
for local low-dose vaginal estrogen. Translating this breadth of options into practice
requires that clinicians be able to describe the available therapies and the evidence
supporting their use.*

Quantitative data indicate that knowledge of therapeutic options is often inadequate and
that effective therapies are markedly underused. In the Women's EMPOWER survey of
1,858 symptomatic postmenopausal women, only 7% were currently using prescription
GSM therapies (local estrogen or oral selective estrogen receptor modulators), despite
the condition's high prevalence and treatability. The survey identified a persistent
disconnect in education and communication between healthcare professionals and
patients as a central driver of undertreatment.®® A companion analysis found that
women's awareness of available treatment options remained inadequate despite direct-
to-consumer marketing and educational efforts, underscoring that patient-facing
campaigns alone are insufficient and that clinicians must be equipped to introduce and
explain the full range of options.'> Because women increasingly turn to online and social
media sources for menopause information, yet still look to their clinicians as the
authority on treatment selection,?? clinician knowledge becomes the rate-limiting step:
when clinicians are unfamiliar with available therapies, eligible patients are left unaware
of effective options or reliant on guidance of variable quality.

Gap #3

Educational Need

Learning Objective

Many clinicians lack the
procedural knowledge
needed to apply the risk-
benefit and safety profiles
of hormonal therapies for
GSM when counseling and
making treatment
decisions, frequently
conflating the safety profile
of local hormonal therapies
with that of systemic
estrogen, including women

There is a need for
clinicians to understand
how to counsel patients on
the risk-benefit and safety
profiles of local hormonal
therapies for GSM relative
to systemic estrogen,
including women with a
history of breast cancer, to
support informed, shared
treatment decisions and
reduce inappropriate
treatment avoidance.

At the conclusion of this
activity, participants should
be able to apply the risk-
benefit and safety
profiles of hormonal
therapies for GSM,
relative to systemic
estrogen, when counseling
patients, including those
with a history of breast
cancer.




with a history of breast
cancer.

Beyond knowing that hormonal therapies exist, clinicians must be able to apply each
therapy's distinct safety profile when counseling patients —a step where the evidence
shows substantial difficulty. The central problem is the conflation of local low-dose
vaginal estrogen with systemic estrogen therapy. Local vaginal estrogen results in
minimal systemic absorption and has not been shown to increase the risk of breast
cancer,%0-44 endometrial hyperplasia or cancer,® cardiovascular events,*® or venous
thromboembolism.*® The class-wide boxed warning that reinforced this conflation for
years was removed at the FDA's request in November 2025,° but this regulatory
correction does not by itself resolve the clinician knowledge gap that the prior labeling
helped entrench.

That gap is most pronounced in women with a history of breast cancer, a population in
which up to 75% experience GSM symptoms.*® These symptoms are frequently induced
or worsened by endocrine therapy,*” yet effective treatment is often withheld. In the
WISDOM survey of 644 physicians, only 34% of obstetrician-gynecologists and 17% of
primary care clinicians reported feeling comfortable prescribing vaginal estrogen to
women with a personal history of breast cancer, citing concerns about estrogen
exposure—despite medical society support for its use in this population when other
therapies fail and when offered in consultation with oncology.*®

Equipping clinicians to apply these distinctions and to counsel patients accurately about
the differing safety profiles of local versus systemic therapy is essential to reducing
inappropriate treatment avoidance and ensuring that women with GSM, including breast
cancer survivors, are not denied effective therapy.

Gap #4 Educational Need Learning Objective
Clinicians often lack the There is a need for At the conclusion of this
practical knowledge and clinicians to develop the activity, participants should
applied clinical skill needed | applied competence to be able to develop an
to select and prescribe select and tailor hormonal | individualized hormonal
hormonal therapies for therapy for patients with treatment plan for a
GSM, based on clinical GSM who desire hormonal | patient with GSM who
factors, individual patient therapy, based on desires hormonal
presentation and individual patient therapy —including therapy
preference. presentations, clinical selection, formulation,
factors, comorbidities, and | route of administration,
preferences. and dosing—based on her
presenting symptoms,
clinical history,
comorbidities, and
preferences.




Recognizing GSM, knowing the available therapies, and counseling accurately on their
risks and benefits are necessary but not sufficient. Effective management ultimately
requires the applied competence to translate that knowledge into an individualized
treatment plan. For patients who desire hormonal therapy, this means selecting among
local low-dose vaginal estrogen (available as creams, tablets, inserts, and rings),
vaginal DHEA (prasterone), and oral ospemifene, with formulation, route, and dosing
tailored to the individual.* Constructing an individualized plan requires a working
knowledge of the FDA-approved options and their distinct dosing schedules, which
range from daily self-administration to a ring replaced once every three months.

Table 1. FDA-approved Treatments for GSM

Therapy Route Representative Representative
(Formulation) Starting Dose Maintenance Dose
17B-estradiol Vaginal 0.5—-1 g daily for2 | 0.5-1 g, 1-3 times
cream (0.1 mg/g) weeks per week
Conjugated Vaginal 0.5-1 g dailyfor2 |0.5g, 1-3 times per
estrogens cream weeks week

(0.625 mg/g)

17B-estradiol insert | Vaginal 1 insert daily for 2 1 insert twice

(4 or 10 ug) weeks weekly

Estradiol Vaginal 1 tablet daily for 2 1 tablet twice
hemihydrate tablet weeks weekly

(4 or 10 ug)

Estradiol ring Vaginal 1 ring Replace every 3
(releases ~7.5 months

pg/day)

Prasterone/DHEA | Vaginal 1 insert daily 1 insert daily

insert (6.5 mg)

Ospemifene (60 Oral 1 tablet daily 1 tablet daily

mg)

Adapted from Kaufman MR, et al. J Urol. 2025;214(3):242-250.

Because these therapies demonstrate broadly comparable efficacy and there is
insufficient evidence to favor one over another, selection depends not on a fixed
hierarchy but on matching therapy characteristics to patient-specific factors.# Other
factors, such as a history of recurrent UT| and/or concomitant urinary symptoms such
as urgency/frequency, also play a role in therapeutic choice.* Current guidelines are
explicit that formulation and route should be individualized through shared decision-
making, accounting for personal preference, accessibility, and the patient's ability to use
a given modality consistently. This includes taking into account manual dexterity,
anatomy, and social support.*



The consequences of failing to individualize are evident in real-world adherence data.
Persistence with local estrogen therapies is poor and varies substantially by formulation:
in a US claims-based analysis, 12-month persistence ranged from 6% for estradiol
vaginal cream to 44% for the estradiol vaginal ring, with ospemifene at 23%.4°
Application-related burden, including messiness, leakage, and the need for frequent
self-insertion, is a recognized driver of suboptimal adherence, meaning a therapy poorly
matched to a patient's preferences or physical capabilities is unlikely to deliver benefit
regardless of its trial efficacy.5%-52 When clinicians default to a single familiar formulation
rather than tailoring therapy, the predictable results are early discontinuation and
unrelieved symptoms. Closing this gap requires building clinicians' ability to construct
individualized plans by selecting therapy, formulation, route, and dosing that reflect
each patient's clinical history, comorbidities, and preferences.

Conclusion and Recommendations

Taken together, the evidence identifies four interrelated gaps across the full clinical
pathway for GSM: recognizing the condition, knowing the available treatment options,
counseling accurately on the distinct safety profiles of each therapeutic option, and
constructing individualized treatment plans for patients who desire hormonal therapy.
These gaps are mutually reinforcing: a clinician who does not recognize GSM never
reaches a treatment decision, and one who recognizes it but conflates local with
systemic estrogen safety may unnecessarily withhold effective therapy. That these gaps
are remediable through education is well supported: a multispecialty menopause
curriculum delivered to family medicine, internal medicine, and obstetrics and
gynecology residents significantly improved knowledge-test performance, with correct
responses rising from 60.8% to 79.1%, and gains that did not differ by specialty or
training year.%3

To close these gaps, a CME activity should mirror the clinical reasoning sequence and
equip clinicians to:

« Identify the signs and symptoms of GSM in perimenopausal and menopausal
women to support earlier recognition and diagnosis

e Describe the nonhormonal and hormonal treatment options available for GSM

o Counsel patients on the risk-benefit and safety profiles of hormonal therapies
relative to systemic estrogen, including in women with a history of breast cancer

e Individualize hormonal therapy selection through shared decision-making for
patients who desire hormonal treatment

Aligning instructional content and assessment with the updated guidance and regulatory
landscape will support earlier recognition, more accurate counseling, and guideline-
concordant, individualized treatment, ultimately improving symptom control and quality
of life for the substantial population of perimenopausal and menopausal women affected
by this underdiagnosed and undertreated condition.
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